| SYSTEM AUDIT REPORT NUMBER 05/35812/AS-S05

" :THIS REPORT RELATES TO A/AN SURVEILLANCE VISIT ol MAY 17-20, 2005

] Company Ma.rshal Space thht Center ,‘ Other Sites V1§1ted
; o Daa
‘Address: - Marshall Space Flight Center, A L 35812 N
N L o o 2. N/A

Scope:
ISO 9001:2000: All Products and Services Provided by the Marshall Space Flight Center. MSFC Supports the NASA
Agency Infrastructure and is a Major Contributor to All Its Scientific and Technical Enterprises.

AS9100: Design, Development, Production, Installation and Servicing of Flight Hardware, Flight Software, and

associated Ground Support Equipment Inferfacing with Flight Hardware and Fight Software. -

Standard(s): AS 9100B | Support Documentation(s): AS9101B | Non-English Languages Used: N/A

Comments/Concerns of the Assessment Team:
Previously identified noncompliances have been satisfactorily addressed or rewritten herein. Items (2,4) and 7 carried
over as items 6 & 7.
Noncompliances noted are minor in nature and cummulatively do not constitute a Major NC.

The visit is deemed to be: Corrective Action Plan (CAP) Instructions:
Xl Satisfactory [0 Return CAP in 20 working days (all NCs, Obs & Ols). Certificate -
[1 Unsatisfactory processing initiates after receipt/acceptance of CAPs.
Unsatisfactory visits may result in a change to the next [T AS & QS-9000 NCs must be closed prior to certificate issuance.
audit activity. [[] Return CAP in ten days for Major NCs issued during surveillance.
NQA ASSESSMENT TEAM COMPANY INFORMATION
LEAD AUDITOR: Rick Giguere ' ' MGT. REP.: Robin Henderson
TEAM: Trudy Keaveney TEAM: QUALITY MANUAL (REV & ISSUE DATE):
TEAM: ! TEAM: o ~ Rev N 9/17/04

The contents of this report is confidential and must not be disclosed to a third party without the prior agreement of NQA, USA and the company named
above. Non-compliances/non-conformances raised or observations noted within this report are the resuit of limited sampling and therefore non-
compliances/non-conformances may exist which have not been identified. The Internal Audit system is deemed effective unless noted within the body of this
report. The company representative's signature indicates their agreement and understanding of any non-comphances/non-confonnances and observations
contained in this report. Prior to the assessment, the company must have completed a complete system internal audit and subsequent management review
documented. The quality system sha.ll be understood throughout the organization.

SA Ke resgnt SIgnature an Date Co pany Representative Signature and Date: : -
/ p . /V : :
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'SYSTEM AUDIT REPORT NUMBER 05/35812/AS- SOS

AUDIT MATRIX

Note: Please fill in the table including areas/sites/departments/functions visited during the visit.

e . el SPECIFIC ISO 9001:2000 REQUIREMEVTS FUNCTIOVS/PROCESSES NEXT
Xor+ indicates reference point for assessment. X or+/ AUDITED DURING THIS VISIT .~ . VISIT
through entire box as applicable to indicate actual . Sl PLAN
functlon/process audited against the ISO 9001: 2000 e
requirement. X or 4 in next visit block indicates planned s
section for next activity. Estimated duration is 45 minutes. v 8 @
| o A 8 s
Note: Asterisk (*) indicates requirement to be reviewed at each :'4: g & 5 < 81 .
activity. 5| & g 8 Q ’é & §
" & « S| = 2 —
ISO Clause Title S| & £l o REIEIEIR: 2
9001:2000 =lglelzlaleldlz2lg] Blg 2
Reference sIS| 8l 8l e|Sjolold) & E <
42.1&422* | Quality Manual * XX X
423 Document Control XX XXX X
4274 Quatity Records XX XK KX XX
4.1,51,52,5.3, e
sad 5% Management Activities XX XX
5.4.1% Quality Objectives* XiX|X|X[X X
5.6% Management Review * XXX X
6.1&62 Resources & Competence X X X
63&64 Infrastructure & Work Environment X
7.1 Product Realization Planning
72 Customer Related Process & Comm.
7.3 Design & Development  include -3 X L( 3
7.4 Purchasing
751&753 Process Provision and ID&T Activities X
752 Process Validation X
7.5.4 Customer Property X
7.5.5 Preservation (Handling, Storage & Deliv.) X X | X
7.6 Calibration X X
8.1 Measurement & Monitoring Planning
82.1* Customer Satisfaction* XX | X[X X
8.2.2* Internal Audits* X X
823 Measurement &Monitoring of Process
824" Measurement & Monitoring of Product
8.3 Non-Conforming Processes/Products XX
8.4 Analysis of Data XX X
8.5.1% Continuous Improvement* X1 X X X X
8.5.2 & 8.5.3* | Corrective/Preventive Action* X1 X X X
Use of NQA Logo X X
‘Page2 of 4

C14061/01-24-03/E



SYSTEM AUDIT REPORT NUMBER 05/35812/AS-S05 = N “ H

SYSTEM AUDIT RECORD

Auditor(s)

Date: May 17-20, 2005

: Rick Giguere
Clause Record of Details of Audit (names, referenced documents, depts.., etc.) NC | Obs
Ols

42.1, See AS9101B checklist for details
422 INTERVIEWED:

e DOCUMENTS REVIEWED: :
423 OBJECTIVE EVIDENCE SAMPLED:
54.1, See AS9101B checklist for details 2 1
56.6.3 INTERVIEWED:

277 | DOCUMENTS REVIEWED:
6.4 OBJECTIVE EVIDENCE SAMPLED:
752, See AS9101B checklist for details 4 1
754 INTERVIEWED:

e DOCUMENTS REVIEWED:
7.5.5, OBJECTIVE EVIDENCE SAMPLED: 7.4 Reviewed only to verify corrective actions from previous audit
7.6,7.4
82.1, See AS9101B checklist for details 2
822 INTERVIEWED: B

o DOCUMENTS REVIEWED:
8.4,8.5 | OBJECTIVE EVIDENCE SAMPLED:

C1404/01-24-03/E

TOTAL{ 8 | 2
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SYSTEM AUDIT REPORT NUMBER 05/35812/AS-S05

Ref
No.

Clause
No.

NON-CONFORMANCES & OBSERVATIONS/OPPORTUNITIES FOR IMPROVEMENT RAISED

NC/OBS/.
01

752

| A review of certification records for Proficiency examiners indicates that the duration of these certifications

is five years. Procedures, however, do not address the certification duration for examiners.

OBS -

752

MWI 3410.1 Rev E, Personnel Certification Program, calls for NDE certification periods of three years.
Certification records indicate that NDE personnel certifications extend to five years.

NC

7.5.5

MWI 8550.5, Hazardous Material Mgmt, states in part that hazardous material storage areas are to be
regularly inspected for "leaking, severly corroded containers, and unneeded, out-of-shelf life products.” A
review of the contents of Flammable Content cabinets in vibration lab reveals age-sensitive materials well

NC

beyond the expiration date, some items by over 10 years.

8.3

Quality Plan, ECLSS FD21-005 Rev B, states in part what MRB membership would consist of, including a
"Stress" engineer. A review of dispositioned DR's revals that no such "Stress" individual is included as an
MRB signatore. Immediate action taken.

NC

A review of preventive maintenance activity for the shakers in the vibration lab indicates a lack of objective
evidence in the way of PM records.

NC

7.4

Ref. NQA report S04. Unable to verifiy implementation of corrective actions. NC #2 (633): Qualification
criteria, thresholds of performance and consequences of poor performance have not been identified.

NC #4 (637): Supplier corrective actions do not demonstrate full root cause corrective action anlysis. ref:
Sierra Lobo audit finding corrective actions.

NC

5.6

Ref. CA 632 from NQA audit S04, could not be satisfactorily verified. MPG 7120.4 Appendix I: PPA
Monthly Health Status Report requires that root cause of any yellow or red condition and recovery plan be
described. A review of these reports reveals inconsistencies in the reporting of cause analysis and recovery
plans in roughly half of the projects/programs reporting.

NC

7.6

The process for dealing with IM&TE that is found to be out of tolerance at calibration is not clearly
established for users outside the calibration lab. MPR 8730.5 directs the user of out-of-tolerance devices to
refer to MWI 1280.3 for instruction on actions to take, however, this procedure deals with processmg
Alerts, and no, reference made to evaluating effect of OOT on product.

NC

8.5.1

A review of corrective action records from RCAR's reveals that objective evidence of verification activities

is inconsistently applied.

NC

10

6.4

A review of work environment in the Vibration Lab (Room 148 and adjacent control room) revealed a large

amount of clutter and general lack of proper housekeeping. It was noted that no testing was being
performed at the time.

0OBS

" L '
NQ Rep ese ve Slgnature and Dat bmpany Representative $ignature and Date:
526/6\) 7/3! )/z\ JW‘—’/ Page 4 of 4
\
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LICENSE AGREEMENT

o The purchase price of this document includes a license to duplicate the forms included within
) only for the internal use of the organization which purchased the document. Further duplication
or licensing is prohibited.

© 2003 SAE International

SAE Technical Standards Board Rules provide that: “This report is published by SAE to advance the state of technical and engineering sciences. The use of this report is
entirely voluntary, and its applicability and suitability for any particular use, including any patent infringement arising therefrom, is the sole responsibility of the user.”

SAE reviews each technical report at least every five years at which time it may be reaffirmed, revised, or cancelled.- SAE invites your written comments and suggestions.

‘Copyright 2003 SAE International

) rights reserved. No part of this pubhcahon may be reproduced stored in a retrieval system or transrmtted in any form or by any means, e|ectromc mechamcal photocopylng
t - recording, or otherwise, without the prior written permission of SAE.

TO PLACE A DOCUMENT ORDER: " Tel 877-606-7323 (inside USA and Canada) '
: . Tel:  724-776-4970 (outside USA)
Fax: 724-776-0790 ;
' Email: custsve@sae.org
SAE WEB ADDRESS: L http:/iwww.sae.org
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In December 1998, the Aerospace lndustry has establrshed the lnternatlonal Aerospace Quality Gro‘up
(IAQG) with the purpose of achieving srgmf icant rmprovements in quahty and reductions in cost throughout

the value stream

This organrzatron W|th representatlon v.from Aerospace companles in Amerlcas Asra and Europe and
sponsored by SAE, SJAC and AECMA has agreed to take respon5|brhty for the technrcal contents. of this -~

standard.
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SECTION 1:
QUALITY MANAGEMENT SYSTEMS ASSESSMENT

Purpose

2 T Quality system assessment report content
Appendix A Quality system questionnaire .
Bibliography

SECTION 2:
QUALITY SYSTEMS — QUALITY SYSTEM ASSESSMENT

1 Purpose
2 Quality system assessment report content

Appendix A _Qua!ity‘system questionnaire
Bibliography
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~ QUALITY MANAGEMENT SYSTEMS

ASSESSMENT




' PURPOSE

- QUAL!TY SYSTEM ASSESSMENT REPORT CONTENT

" The Assessment Report IS made up of. .

" SAE AS9101Revision B

g ‘”'The purpos_ of”thls dccument is to deﬂn ,the content and" the presentatlon'of the Assessment
i "Report of the section 1 of AS9100. : o

e Page 7 (required)
General Assessment Information

e Page 8 (required)
Assessment Conclusions

e Page 9 (optional)

i

\ i
'\ /
e

General-Organization-tnformation

o Page 10 (required)
Assessment Result Summary

o Page 11 (required)
Assessment Scoring

o Page 12
Corrective Action Request (when required)

» Page 13
List of Recommendations/Observations/Comments

o Appendix A
Quality System Questionnaire relative to the section 1 of AS9100

s Appendix B
Documents regarding the company:

- Organization charts, . -
- Copies of agreements and certifications

1
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SAE AS9101 Revision B

As’séss,_i\)rENT REPORT '

sessing company
ogo

GENERAL ASSESSMENT: INFORMATION

1 Orgamzatlon & Work Address. .

Company Name: NASA Marshall Space thht Center

Subsidiary of:
Organization Identification:
Assessed Site Address: Huntsville, AL 35812

Tel Number:

Fax Number:

e-mail:

CAGE code:

Assessment Representative & Title:

Quality Manager Representative & Title:

Main activities:
Product Types or Codes:

2 1SO Registration

[ ]11SO Registered
[ x ]SO Standard / Revision ISO 9001:2000
[ x ] Aerospace Standard / Revision AS9100B

Registrar Name: NQA-USA
Expiration Date (If applicable):
May 27, 2007

3 Assessment Team

Lead Assessor Name:

[ x ] Certified Auditor — Type & No. A03158
[ ] Qualified Auditor

Other Assessor Team Members:

4 Assessment Dates: May 17-20, 2005

5 Assessment Scope

[ ]Total facility assessed

[ x ] Partial facility ass_essed
[ ]Other: :

[#] Activity assessed:

[ ]1Re-assessment

[ ] Initial assessment

[ 1Al 9100 elements assessed
[ x] Partial 9100 elements assessed
Elements not asse‘ssed:

6 Assessment Disposition

7 Scoring

[ ]Conforming
[ x1Conforming W|th minor (mi) correctrve action
[ 1Non conformrng ‘with Major (MA) corrective actlon

Scoring result: 89.5

8 Assessment Approval

Assessmg Company Dat_e

NQA-USA

‘May 20, 2005 -

,Signature

/@m@///%/

Lead Assessor Name
chhard Glguere o

Dlstrlbutlon Agreement

This Assessment Report is the property of the assessed Organlzatron and the assessmg Company Drstrlbutron to: other
companies or individuals is authonzed only after wntten agreement of the assessed Orgamzatron and of the assessmg

Company -~




SAE AS9101 Revision B

smg company

) .':;.ASSESSMENT 'REPORT.

ASSESSMENT CONCLUSIONS

General comments about the orgamzatlon and the quallty system of the assessed orgamzatlon
1. Good overall con3|stency of management system W|th some areas for opportunlty o

Strong points:
1. internai Audit Process, good reporting and audit tools
2. Calibration Lab, strong capabilities, good records

Improvement Opportunities: 7
1. Stronger methodology for developing ah_d communicating Les_sens Learned.

¥




~ ASSESSMENT REPORT

- Assessing{ company

fogo
GENERAL ORGANIZATION INFORMATION
1 Legal and Financial Aspects ™~
Date of Formation:
@ Legal Status:
Capital:
Other Data:
Third Prior Second Prior First Prior Current
Financial Year Financial Year Financial Year Financial Year
€ (—) (R €T
Sales rg U
Earnings il L;

Earnings used for Re-
Investment

ﬁ

!

Workforce

m

ﬂ!

2 Turnover breakdown and main Customers

Activities

Main Customers

Sales Percentage

Aircraft, Space and
Defense Industry

‘Other Activity -~
(be specific)

3 Cledrances or Approva

Is granted by Authorities

Name of the Authority

: Types and References

" End of Validity (date)
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.. ASSESSMENT REPORT

Assessing cqmpany
logo

'ASSESSMENT RESULT SUMMARY

Orgamzatlon NASA Marshall Space Fllght Center

~ Elements* Result Observation / Corrective Actlon Request Number
- (AS9100 — Section 1) S | Ma|:mi [NA ' (MA/mi) . :
4 - Quality Management System
" |4.1 General requirements 'S
' 14.2 Documentation requirements | S
4.3 Configuration Management S
5 - Management responsibility
5.1 Management commitment S
5.2 Customer focus S
5.3 Quality policy S
54~ Planning S
5.5 Responsjbility, authority and s
communication
5.6 Management review 1
6 - Resource managements
6.1 Provision of resources S
6.2 Human resources S
6.3 Infrastructure 1
6.4 Work environment S 10Observation
7 - Product realization
7.1 Planning of product realization | S
7.2 Customer-related processes S
7.3 Design and development S
7.4 Purchasing 1
7.5 Production and service provision 2 1 Observation
7.6 Control of monitoring and 1
measuring devices
8 - Méasurement, analysis and improvement
8.1 General S
8.2 Monitoring and measurement S
'18.3 Control of NC product 1
8.4 Analysis of data S
8.5 Improvement 1
g Qi\sseps\silldagr?;lmszs:gg Fiight 8 Assessing Company: N Q A, USA
g:gtsrnamef obin Henders . Reszuslts gead Asses:_ or] Name Rlchar ﬁlguere
, Slgnatureﬁm U&JZL‘A"’“} A lgnature f
M 3 ] - QUW

*

3

for minor or “N/A” for

nori a Qghca le

For each ele\nent cross results of assessment: “S” for Satlsfactorv “Ma” for malor correctlve ac:hon 1

i J

Y




SAE AS9101 Revision B
, ASSESSMENT SCORING 5 (Member I‘ogo)‘:‘:“ _
Organlzatlon NASA Marshall Space Fllght Ctr .. Result ‘

_ L Major CAR or minor .| Minor CAR on non
SCORING CHART : CAR'on Key : 'Key requtrement NO CAR“‘.

requirement RESULT
Muiltiple Single . |. Multiple Smg_le

findings | finding {* findings | finding

General requirements
Documentation requirements & Configuration management

Management commitment

52 Customer focus 0 5 15 20 30 30
5.3 Quality policy

5.4 Planning 0 10 20 30 40 40
5.5 Responsibility, authority and communication 0 5 - 15 20 30 30

Management review

671 ) Provision of resources 0 10 55 20 50
6.2 Human resources } 50
6.3 Infrastructure i 0 10 25 40 50

6.4 Work environment 40

Planning of product realization

7.2 Customer related processes
7.3 | Sme
7.31|D&D Plann/ng 0 5 15 20 30 30
7.3.2-3-4 | Inputs, outputs & review 0 5 15 20 30 30
7.3.5-6 | D&D verification & validation 0 5 15 20 30 30
7.3.7 | Control of design and development changes 0 5 15 20 30 30
7.4 Purchasin 0 10 30 50 60 50
7.5.1 | Control of production and service provision 0 10 25 40 50 50
7.5.2 | Validation of processes for production and service provision 0 10 20 30 40 40
7.5.3 | Identification and traceability 0 10 20 30 40 40
7.5.4-5 | Customer property & preservation of product 0 5 15 20 30 5
0 5 10 15 20 15

7.6 Control of monitoring and measuring device

General

8.2  Monitoring: -
8.2.1 | Customer satisfaction 0 5 10 15 20 20
8.2.2 | Internal audit 0 5 15 20 30 30
8.2.3.| Monitoring and measurement of processes 0 5 15 20 30 30
8.2.4 | Monitoring and measurement of product 0 5 15 20 30 30
8.3 Control of nonconforming product 0 5 15 20 30 20
8.4 < | Analysis of Data 0 5 10 15 20 20
8.5 Improvement 0 5 10 15 20 15
' ‘ 880 M or -
: | TOTAL | 4000 - | 895
The assessed Organizatioﬁ agrees on the Qu’ality System scoring and Corrective Action ' SCORE 89. 5 /100 -
requests - .
Organization Representative : ) ature o Date :
May 20, 2005
Kok 1 f/er\c/e".{'c/\ ,_/

(1) When 7.3 is not assessed : SCORE = RESULT X 100
‘ 880

10"



SAE AS9101 Revision B

CORRECTIVE ACTION REQUEST

"~ (CAR)

"

|| igentification C.AR: No.:

; e i g
1 Organization: |-~

o ,Site:§

| Dgfélissued:

‘| Reference Sta'ndard:

Referenced Stahdar’d Element concerned:

Criticality
Ma / mi

Non-Conformance Description

Assessor Name:

Assessor Signature:

Assessed Organization to complete the Corrective Action Request with root cause analysis, corrective | Due date:

action and planned completion date of corrective action, and return to the assessing Company by

due date. .

Action | Root Cause:
No.:

Action | Corrective Action:
No.:

¥

Planned completion date

of Corrective Action:

.| Organization Representative Name:

;§ignature:

;. | Current date:

'Verification of the implementétion of the completed Corrective Actioﬁ by the Assesse“d Ofgénizatioﬁ ,"‘”?3_‘

Orgénization RepresentativehName:

Signature:

v. Current date:

Verification of the implemen}'tation‘o‘f the completed Corrective Action to be filled out by the.Assessing Company

Verification date : .Acceptéd:

“Yes [T

" No

Assessor Name : Assessor Signature




¥

SAE AS9101 Revision B

LlStOf Recom'm'"e;ndation_sj‘(‘)bser\'/éii:;)'ns/Corhm‘_énts

ssessing company

| Organization | e ~ Audit report number |

~/Ogo e

Ste:] o “ ] Issued date 1] -

ltem ‘I\‘l:‘u"rhber Section At R Description

N

i

‘Lead Assessor Name: o . .| Signature:

§: Safisfactory - CAR: Corrective action required} Ma : Major corrective action —mi : Miﬁér corre&tive action

N /A : Not applicable - N/E: Not g_i(a/uafed <P Product - M: Management

12
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APPENDIX A
AS9101

*kk

QUALITY SYSTEM QUESTIONNAIRE
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"' SAE AS9101 Revision E

fPURPOSE

" The purpose of thrs document is to present the questlonnalre‘ to be used dunng the on Slte quality
system assessment of Organlzatlons in order to ensure: common practlces for these assessments
This questlonnatre is relatlve‘ to the sectxon 1 of AS9100. -

- USE OF THE QUESTIONNAIRE .

. The use of thls questronnalre is mandatory and will be a part of the Assessment Report
‘The questionnaire is used to evaluate ASQ‘IOO standard;'section 1.

The audit is undertaken by review against the requirements of the questionnaire and the
findings are recorded as appropriate by annotation of respective columns,
»  Satisfactory (S)
> Not applicable (N/A) the reason shall be documented in the bottom of the
page
> Notevaluated (N/E)
3

Corrective-Action-Request (CAR)-Major (Ma)

e

The CAR number shall be referenced in the column "CAR number”
The category Ma for Major CAR or mi for Minor CAR shall be included in this column
also.

Additional information on questionnaire

Key Requirements: Some requirements are deemed to be very significant and are so
identified by the presence of ‘P’ or ‘M’ against the specific section or guestion within the
guestionnaire,

“P” direct link with product

“M” direct link with Management

The extent of Key Requlrement applicability is determined by the location of the ‘M’ or
‘P’ In the example below all of question 14 is considered as a key requirement.

14  Does the output from the management review include any&jecisions and actions related to : M 0
a) Improvement of the effectiveness of the quality management system and its processes ?
by lmprovement of product related to customer requirements ? and s {%
¢) Resource needs ? : ‘ - _J;

In the 'second example below oniy part of question 03, i.e. d) is considered Key Requirement.

03 In planning product reallzatlon does the organlzatlon determlne the following, as appropnate

ajy” Quahty objectives and requirements for the product ? AR B

b) " The need to establish processes, documents and provrde resources specmc to the }i ‘_
. product ? 3 )

c)' _Requrred verification, validation, momtonng, inspection and test activities specmc to the v is
: product and the criteria for product acceptance ?

dj " Records needed to provide evidence that the reahzatlon processes and resultlng product Pi- ; -
" meetrequirements. (see 4.2. 47 v . L

ve‘) - The ldentlflcatlon ‘of resources to support operation and maintenance of the product L B

? :

14 -




Guidance riotes : Certain questions. will. have a nul
“additional guidance notes which are detailed within the:!Guidance notes’ section located. . .
after the questions on.each page. The guidance notes provide the Auditor with further. -

insight on type of objective evidence and/or review expectations etc. In the examplé ™
.. below, note (1) refers the auditor to additional notes pertaining to question 1 part a).

i

“SAE AS9101 Revision B~

ric referencé”'that refers o,

48 Does the analysis of data provi_d;e.' ihformatidn relating to .
a) Customer satisfaction (see 8.2.1) (1) ? ‘
b) Confoi'mity to broduct réquirements (see 7.2‘.1') e?

c) Characteristics and trends. of processes and products including opportunities for preventive

action ? And

d) Organizations ?

Guidance Note

1) Give examples and check how the organization measures the effectiveness.

pR—

References - When a reference (e.g. 4.1) is added to a question, It is linked to the
apPropriate chapter (e.g. 4.1) of AS9100.

Objective evidence assessed / Observations / Comments / N/A explanation
Record the objective evidence reviewed during the assessment or reason for not

applicable.

Non-conformities :

Major : The absence of, or total breakdown of a management element specified in the
9100 standard or any non-conformities where the effect is judged to be
detrimental to the integrity of the product or service.

Minor : A single system failure or lapse in conformance with a procedure relating to the
9100 standard.

Note : A number of minor non-conformities against one requirement can represent a
total breakdown of the system and this can be considered as a major non-conformity

3 USE OF THE ASESSMENT SCORING CHART

Followihg completion of each ch'apt‘er} of the Quality System quéhstionnaire the

nomenclature Assessment Scoring chart can now be completed.

The findings of each section and -sub-section of the completed 'Quality System
Questionnaire are reviewed and the Assessment Scoring sheet completed as follows.

> If, rr‘iftjityiple findings (i.e. greéier thévh”T) with Major (Ma) COrrécti\)é: "Action Request”‘ '

“7‘

(CAR)" or minor (mi) CAR on Keyrequirement in a section, ‘e g. 4.1 General -
Requirements then score in Major CAR or minor CAR on Key Requirement (i.e. any

guestions with ‘M’ or ‘P’ indicator) “Multiple findings”. column (result = 0), or :

If, single finding with Major-(Ma) CAR or minor (mi)-CAR on key requirements in a
section, e.g. 4.1 General Requirements then score-in Major CAR or minor CAR on .
Key Requirement “Single finding” column (resuit =10), or o S
> If, multiple findings on non Key requirement (i.e. greater than 1) with Minor (mi)
(CAR) in a section, e.g. 4.1 General Requirements then score in Minor CAR on non
Key requirement “Multiple findings” column (result=25), or - ‘

15




" '$AE AS9101 Revision B

: 'lf single find g"on non Ke ] “m‘ CAR in‘a sectxon ‘eg. 4.1
“*General Requirements then ‘score in Mmor CAR on non Key requnrement “Smgle
¢+= findings™ .column (result—40) or ’ :

-:If, no CAR. m a section, e.g. 41 General Requurements then score m “NO CAR”
“'column (result =50) 2

lf-‘:>fWhen a smgle finding occurred on several questlons affectmg the same sectxon of
the scoring table (e.g. 4.2 &”4 3 or5.1-5.2- 5 .3), then score as “multiple fndmgs

Further notes on scoring

The above review criteria should be considered sequentially.

Maximum-audit-total-can-be,

Vi

1000, where audit review comprises whole Quality System Questionnaire or,

880, where audit review comprises Quality System Questionnaire less Design and
Development. In this case, the final score = TOTAL X 100 -
880

If a complete section line of the score sheet has not been assessed (N/A or N/E) the score

will be calculated as follow:
TOTAL x 100"
Sum of maximum possible score

Score =

-

The higher the score the greater the level of compliance acknowledged by the audit activity.

L -16-




Summary

Section headings

Page numbers

4 QUALITY MANAGEMENT SYSTEM 19
4.1 General requirements 19
4.2 Documentation requirements 20- 21
5 MANAGEMENT RESPONSIBILITY 22
5.1 Management commitment 22
5.2 Customer focus 22
5.3  Quality policy 22
5.4 Planning 22
5.5 Responsibility, authority and communication 23
5.6 Management review 24
6 RESOURCE MANAGEMENT 25
6.1 _Provision of resources 25
6.2 Human resources 25
6.3 Infrastructure 25
6.4  Work environment 25
7 PRODUCT REALIZATION 26
7.1 Planning of product realization 26
7.2 Customer-related processes 27
7.3 Design and deveiopment 28 - 31
7.4  Purchasing . 32— 34
7.5 Production and service provision’ 35— 39
7.6  Control of monitoring and measuring devices 40
8 MEASUREMENT, ANALYSIS AND IMPROVEMENT 41
8.1 General . . 41
8.2 Monitoring and measurement . 42- 44
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4 QUALITY MANAGEMENT SYSTEM

4.1 General requirementis

01 Has the organization established, documented, implemented and maintained a quality
management system and continually improve its effectiveness in accordance with the
requirements of this International Standard ?

|

02 Does the organization :

a) identify the processes needed for the quality management system and their application
throughout the organization (1) ?

b) determine the sequence and interaction of these processes (1) ?

¢} determine criteria and methods needed to ensure that both the operation and control of
these processes are effective ? :

d) ensure the availability of resources and information necessary to support the operation and
monitoring of these processes ?

e) monitor, measure and analyze these processes ? and

f) implement actions necessary to achieve planned results and continual improvement of these

processes ?

03 Are these processes managed by the orgahization in accordance with the requirements of this
International Standard ?

1

04 Where an organization chooses to outsource any process that affects product conformity with
requirements, does the organization ensure control over such processes ?

P

AN NI N

05 s the control of such outsource processes identified within the quality management system ?

=

Note : Processes needed for the quality management system referred to above should include processes for management, provision,

product realization and measurement.

Guidance Note

1) Main process formally identified e.g. : list, flow diagram, etc.

Objective evidence assessed / Observations / Comments / N/A explanation

Yoo miles o /;%@» /4%/%%

S: Satisfactory - CAR: Corrective action required — Ma: Major corrective action — mi: Minor corrective action
N/A: Not applicable - N/E: Not evaluated - P: Product - M: Management -
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4.2 Documentation requirements

4.21 General

06 Does the quality management system documentation inciude :

a) documented statements of a quality policy and quality objectives ?

b) a quality manual ?

c) documented procedures required by this International Standard ?

d) documents needed by the organization to ensure the effective planning, operation and
control of its processes ? y

e) records required by this International Standard (see 4.2.4) ? and i

f) quality system requirements imposed by the applicable Regulatory Authorities ?

07 Does the organization ensure that personnel have access fo quality management system
documentation and are aware of relevant procedures ?

£
08 Do Customer and/or regulatory authority representatives have access fto quality i
management system documentation ? i

4.2.2 Quality manual

09 Has the organization established and maintained a quality manual that includes (1) :

a) the scope of the quality management system, including details of, and justification for, any
exclusions ? .

b) the documented procedures established for the quality management system, or reference
to them, and when referencing the documented procedures, is the relationship
between the requirements of this International Standard and the documented
procedures clearly shown (2) ?

c) adescription of the interaction between the processes of the quality management system ?

Note 1: Where the term "documented procedure” appears within this International Standard, this means that the procedure is established,
documented, implemented and maintained.

Note 2 : The extent of the quality management system documentation can differ from one organization to another due to

a) the size of organization and type of activities, )

b) the complexity of processes and their interactions, and

c) the competence of personnel

Guidance Notes

1) Quality manual reference and issue
2) Check the procedure list

Objective evidence assessed / Observations / Comments / N/A explanation

7' éﬂﬁf:;?o(f Mdﬂ%&z 454/\ W"“f‘ -
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S: Satisfactory - CAR: Corrective action required — Ma: Major corrective action — mi: Minor corrective action
N/A: Not applicable - N/E: Not evaluated - P: Product - M: Management
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4.2, Documentation féquiféments (continued) - B

4.2.3  Control of documents F7 !”/(" / V/é Z /)df/( &LM/
10 Are the documents required by the quality management system controlled ? MLJ L:” ;DD
11 Are records cSntroIIed according to the requirements given in 4.2.4 ? ; ‘ ' D

12 Has a documented procedure been established to define the controls needed to :
a) approve documents for adequacy prior to issue ?
b) review and update as necessary and re-approve documents ?
c) ensure that changes and the current revision status of documents are identified ?
d) ensure that relevant versions of applicable documents are available at points of use ?
e) ensure that documents remain legible and readily identifiable ?
f) ensure that documents of external origin are identified and their distribution controiled ? and
g) prevent the unintended use of obsolete documents, and to apply suitable identification to
them if they are retained for any purpose ?

13 Does the organization coordinate document changes with customers and/or régulatory

authorities in accordance with contract or regulatory requirements ?

4.2.4 Control of records

14 Are records established and maintained to provide evidence of conformity to requirements and
of the effective operation of the quality management system ?

15 Do records remain legible, readily identifiable and retrievable (1) ?

16 Has a documented procedure been established to define the controls needed for the
identification, storage, protection, retrieval, retention time and disposition of records ?

17 Does the documented procedure define the method for controlling records that are
created by and/or retained by suppliers ?

18 Are records available for review by customers and regulatory authorities in accordance
with contract or regulatory requirements ?

4.3 Configuration management

19 Has the organization established, documented and maintained a configuration management
process appropriate to the product ?

Guidance Note

1) List records reviewed

Objective evidence assessed / Observations / Comments / N/A explanation
W W% . =
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S: Satisfactory - CAR: Corrective action required — Ma: Major corrective action — mi: Minor corrective action
N/A: Not applicable - N/E: Not evaluated - P: Product - M: Management
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"5 MANAGEMENT RES‘PONSIBILITY

5.1 Management commitment

01 Has Top management provided evidence of its commitment fo the development and
implementation of the quality management system and continually improving its effectiveness by
(1)

a) communicating to the organization the importance of meeting customer as weII as statutory
and regulatory requirements ?

b) establishing the quality policy ?

¢) ensuring that quality objectives are established ?

d) conducting management reviews ? And

e) ensuring the availability of resources ?

5.2 Customer focus -

02 Has Top management ensured that customer requirements are determined and are met with the
aim of enhancing customer satisfaction (see 7.2.1 and 8.2.1) ?

5.3 Quality policy

|

03 Has Top management ensured that the quality policy :
a) is appropriate to the purpose of the organization ?
b) includes a commitment to comply with requirements and continually improve the effectiveness
of the quality management system ?
¢) provides a framework for establishing and reviewing quality objectives ?
d) is communicated and understood within the organization (2) ? and
e) is reviewed for continuing suitability ?

5.4 Planning

5.4.1 Quality objectives

04 Has Top management ensured that quality objectives, including those needed to meet
requirements for product [see 7.1 a)] are established at relevant functions and levels within the
organization (3) ?

05 Are the quality objectives measurable and consistent with the quality policy ?

5.4.2 Quality management system planning

06 Has Top management ensured that :
a) the planning of the quality management system is carried out in order to meet the requirements
(see 4.1), as well as the quality objectives ? and
b) the integrity of the quality management system is maintained when changes to the quality
management system are planned and implemented ? .

—

Guidance Notes

1) Evidence of management commitment
2) . Identify and records method of communication

3) Review objectives and status of their implementation

Objective evidence assessed / Observations / Comments / N/A explanation
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S: Satisfactory - CAR: Corrective action required — Ma: Major corrective action — mi: Minor corrective action
N/A: Not applicable - N/E: Not evaluated - P: Product - M: Management
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55 : ‘Responsibility., aufhority and communi(‘:atiovn‘

5.5.1 Responsibility and authority

07 Has Top management ensured that the responsibilities and authorities are defined and
communicated within the organization (1) ?

B

5.5.2 Management representative

08 Has Top management appointed a member of management who, irrespective of other M

responsibilities, has responsibility and authority that includes :

a) ensuring that processes needed for the quality management system are established,
implemented and maintained ? )

b) reporting to top management on the performance of the quality management system and
any need for improvement ?

¢) ensuring the promotion of awareness of customer requirements throughout the organization
?and

d) the organizational freedom to resolve matters pertaining fo quality ? |
5.5.3 Internal communication : -
09 Has Top management ensured that appropriate communication processes are established

within the organization and that communication takes place regarding the effectiveness of the /

quality management system ? i i

Guidance Note
1) [Identify and records method of communication within the organization

Objective evignc assessed / Observations / Comments / N/A explanation
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S: Satisfactory -- CAR: Corrective action required — Ma: Major corrective action — mi: Minor corrective action

N/A: Not applicable - N/E: Not evaluated - P: Product - M: Management
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56 Managementréview ' ’ .

G ha O -
56.1  General {U\'?/ i( < ];ﬂ . ! /W f_/

T f
10 Has Top management reviewed the organization's quality management system, at planned
intervals, to ensure its continuing suitability, adequacy and effectiveness (1) ?

the quality management system, including the quality policy and quality objectives ?

. Ty [
11 Does this review include assessing opportunities for improvement and the need for changes to I “

12 Are records from management reviews maintained (see 4.2.4) ? ) ; ﬂ

5.6.2 Review input

13 Does the input to management review include information on (2) : )
a) results of audits? . . i
b) customer feedback? /
c) process performaﬁce and product conformity? S
d) status of preventive and corrective actions? !
e) follow-up actions from previous management reviews? f
!

f) changes that could affect the quality management system? And

g) recommendations for improvement?

5.6.3 Review output

14 Does the output from the management review include any decisions and actions related to (2) : M ey
d) improvement of the effectiveness of the quality management system and its processes? 7
e) improvement of product related to customer requirements? And L
L

f) resource needs?

Guidance Notes
1) Records management review frequency and functions involved (e.g : quality, production, efc.)
2) Verify the availability of input / output data such as: statistical data; graphics; summary tables; reports; etc.

Objective evidence assessed / Observations / Comments / N/A explanation
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S: Satisfactory - CAR: Corrective action required — Ma: Major corrective action — mi: Minor corrective action
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N/A: Not applicable - N/E: Not evaluated - P: Product - M: Management - “ 1
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6 'RESOURCEJMANA‘GEMENT"
6.1 Provision of resources

01 Has the organization determined and provided the resources needed: ‘ '
a) to implement and maintain the quality management system and continually improve its /
effectiveness ? And !
b} to enhance customer satisfaction by meeting customer requirements ?

6.2 Human resources
6.2.1 General

02 Are personnel performing work affecting product quality competent on the basis of appropriate /
education, training, skills and experience (1) ?

6.2.2 . Competence, awareness and training

03 Does the organization : )
a) determine the necessary competence for personnel performing work affecting product | P

quality (2) ?

b)  provide training or take other actions to satisfy these needs ?

c) Evaluyate the effectiveness of the actions taken ?

d) ensure that its personnel are aware of the relevance and importance of their activities and
how they contribute to the achievement of the quality objectives ?

e) maintain appropriate records of education, training, skiiis and experience (see 4.2.4) (3) ?

6.3 Infrastructure

04 Does the organization determine, provide and maintain the infrastructure needed to achieve
conformity to product requirements ?
Infrastructure includes, as applicable :
a) buildings; workspace and associated utilities ?
b) process equipment (both hardware and software) ? And

c) supporting services (such as transport or communication) ?

6.4 Work environment

05 Does the organization determine and manage the work environment needed to achieve | P, / % .
conformity to product requirements ? - o3

Note : Factors that may affect the conformity of the product include temperature, humidity, lighting, cleanliness, protection from electrostatic
discharge, etc.

Guidance Notes

1) Review training Records and Plan (status of the current year and of the previous year)

2) Give examples of methods used to determine competence (e.g.: competence matrix, multiskili, ...)

3) Review training certificates for the certified personnel and training records (internal and external training courses)

Objective evidence assessed / Observations / Comments / N/A explanation

GL» M ( Jak ﬂujrw«) Ao wrrd_gnsrecsn e

S: Satisfactory - CAR: Corrective action required — Ma: Major corrective action — mi: Minor corrective action
N/A: Not applicable - N/E: Not evaluated - P: Product - M: Management
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PRODUéTREAUZAﬂdN

7.1

Planning of product realization

01 Does the organization plan and develop the processes needed for product realization ?
(see 4.1)

02 s planning of product realization consistent with the reguirements of the other processes of the

quality management system (see 4.1) ?

a)
b)

o

d)

e)'

03 In planning product realization, does the organization determine the following, as appropriate :

quality objectives and requirements for the product ?

the need to establish processes, documents, and provide resources specific to the
product ?

required verification, validation, monitoring, inspection and test activities specific to the
product and the criteria for broduct acceptance ?

records needed to provide evidence that the realization processes and resulting product
meet requirements (see 4.2.4) ? '

the identification of resources to support operation and maintenance of the
product ?

04 s the output of this planning in a form suitable for the organization's method of operations?

S

Objective evidence assessed / Observations / Comments / N/A explanation

S: Satisfactory - CAR: Corrective action required — Ma: Major corrective action — mi: Minor corrective action

N/A: Not applicable - N/E: Not evaluated - P: Product - M: Management
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7.2 ~ Customer-related processes

7.21 Determination of requirements related to-the product

05 Does the organization determine :

a) .requirements specified by the customer, mcludmg the requirements for dehvery and post-
delivery activities ? .

b) ' requirements not stated by the customer but necessary for specified or intended use, where
known ?

c) statutory and regulatory reqmrements related to the product ? and"

d) .- any additional requirements determined by the organization ?

7.2.2 Review of requirements‘,r'elated to the product

06

Does the organization review Ihe’requirémehts related to the product"?' ’

07

Is the review conducted prior-to the organization's commitment to- supply a product to the
customer (e.g. submission of tenders, acceptance of contracts or ‘orders, acceptance of
changes to contracts or orders) and does it ensure that (1) :

a) product requirements are defined ?

b) contract or order requirements differing from those previously expressed are resolved ?

¢) the organization has the ability to meet the defined requirements ? And

d) risks (e. g., new technology, short delivery time scale) have been evaluated ?

08

Are records of the results of the review and actions arising from the review maintained
(seed.2.4) (2)?

09

Where the customer provides no documented statement of requirement, are the customer
requirements confirmed by the organization before acceptance ?

10

Where product requirements are changed, does the organization ensure that relevant
documents are amended and that relevant personnel are made aware of the changed

requirements ?

Note :

product information such as catalogues or advertising material.

In some situations, such as internet sales, a formal review is impractical for each order. Instead the review can cover ‘the relevant

7.2.3 Customer communication

1M

Does the organization determine and implement effective arrangements for communicating

with customers in relation fo :

a) product information ?

b) enquiries, confracts or order handling, including amendments ? and
¢) customer feedback, including customer complaints ?

Guidance Notes

1)
2

Check that all-affected-functions are involvedinthe review
Give examples

Objective evidence assessed / Observations / Comments / N/A explanation

S Satisfactory - CAR: Corrective acz‘/on requ:red Ma: Major corrective acf/on mi: Minor corrective action
N/A: Not applicable - N/E: Not evaluated - P: Product - M: Management
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'7.3  Design and developmefn‘t

7.3.1 Design and development planning ..

1’2 Does the organization plan and control the design and development of product ?

13 Durlng the design and development planning, does the orgamzatlon determine :

&) -the design and development stages (1) 2.
- in respect of organization, task sequence mandatory steps s:gmflcant stages and

- method of configuration control,
b) the review, verrfcahon and validation that are appropnate to each design and development

stage ? and .
c) the responsibilities and authorities for despgn and development ?

14 Where appropriate, due fo complex:ty, does the organization glve consideration to the
following activities : .. :

- structuring the design effort intfo significant elements ?

- for each element, analyzing the tasks and the necessary resources for its design
and development. Does This analysis consider an identified responsible person,
design content, input data, planning constraints, and performance conditions. Is
the input data specific to each element reviewed fo ensure consistency with
requirements ? .

15 Does the organization manage the interfaces between different groups involved in design and
development to ensure effective communication and clear assignment of responsibility ?

16 Is planning output u.pdated, as appropriate, as the design and development progresses ?

17 Are the different design and development tasks to be carried out defined according to | P
specified safety or functional objectives of the product in accordance with customer
and/or regulatory authority requirements (2) ?

7.3.2 Design and development inputs

18 Are inputs relating to product requiremenis determined and are records maintained (see 4.2.4) M

(7
Do these inputs include :
a) functional and performance requirements ?

-b) applicable statutory and regulatory requirements ?
c) where applicable, information derived from previous simifar designs ? and
d) other requirements essential for design and development ?

19 Are these inputs reviewed for adequacy ?

20 Are requirements completed, unambiguous and not in conflict with each other ?

Guidance Notes

1)—Give-at-least-an.-example-of-a_completed-design. & development_plan, or_an_example of_one.in_progress, that | ldentlfes the_ plannlng of

tasks and key events.
2) Give an example
3) Review applicable input data (give examples)

Objective evidence assessed / Observations / Comments / N/A explanation

S: Satisfactory - CAR: Corrective action required — Ma: Major corrective action — mi: Minor corrective action. :
N/A: Not applicable - N/E: Not evaluated - P: Product - M: Management :
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7.3 Design and development'(continued)';
7.3.3  Design and development outputs
; 5
.. Are the outputs of design and development provided in a form that enables verlt'catton agalnst
: "the design and development input and approved prior to Telease ?. ' ‘
22."Do the design and development outpus : ' - 1M
- a) meetthe mput requirements for design and development ? o
'b) provide approprrate information for purchasing, produc’non and for serwce prOVISlOﬂ ?
¢) contain or reference product acceptance criteria ?
.d) specify the characterlsttcs of the product that are essentxal for its safe and proper use ? and
' e) identify key charactenstrcs, when applicable, in accordance with desrgn or contract
requ:rements ?
23"Is all pertinent data required to allow the product to be identified, manufactured, ‘ M
inspected, used and maintained defined by the organization; for example:
- drawings, part lists, specifications ? p

- a listing of those drawings, part lists, and spec:frcatlons necessary to define the
configuration and the design features of the product ?
- information on material, processes, type of manufacturing and assembly of the

product necessary to ensure the conformity of the product ?

7.3.4 Design and development review
24 At suitable stages, are systematic reviews of design and development performed in accordance | M

with planned arrangements (see 7.3.1) to (1) : s
a) evaluate the ability of the results of Design and development to meet requirements ?

b) identify any problems and propose necessary actions ? and
c) authorize progression to the next stage ?

25 Do participants in such reviews include representatives of functions concerned with the design

and development stage(s) being reviewed ?

26 Are records of the results of the reviews and any necessary actions maintained (see 4.2.4) ?

7.3.5 Design and development verification
27 s verification performed in accordance with planned arrangements (see 7.3.1) o ensure that
the design and development outputs have met the design and development input requirements ?

28 Are records of the results of the reviews and any necessary actions maintained (see 4.2.4) ?

Note : Design and/or development verification may include activities such as :
- performing alternative calculations
- comparing the new design with a similar proven design, if available
~=—undertakingtests-and-demonstrations;and

- reviewing the design s_tage documents before release.

Guidance Notes
1)  Give evidence of reviews

Objective evidence assessed / Observations / Comments / N/A explanation

S: Satisfactory - CAR Correct/ve action requrred Ma: Major correct‘lve action — mi: Minor corrective act/on
N/A: Not appI/cab/e N/E: Not evaluated - P: Product - M: Management
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7.3 ':Design and development (centinued)v"
7.3.6 Design and development validation
29 Is design and development validation performed in accordance with planned arrangements P } ek
(see 7.3.1) to ensure that the resulting product is capable of meetlng the requirements for the ! J
specified application or intended use, where known ? ' i e J— .
30 Wherever practicable, is valldatlon completed prlor to the delivery. or implementation of the §§ l .
Product ? ‘ l% {
v
31 Are records of the results of validation and any necessary actions maintained (see 4. 2. 4) ? 35

Note: :
- Desxgn and/or development validation follows successful design and/or development verlfcatlon
- Validation is normally performed under operating conditions.

- Validation is normally performed on the final product, but may be necessary in the earller stages prior to product completion. |

- Muliiple validations may be performed if there are different intended uses.

7.3.6.1 Documentation of design and/or development verification and validation

32 At the completion of design and/or development, does the organization ensure that VI
reports, calculations, test results, etc., demonstrate that the product definition meets the
specification requirements for all identified operational conditions?

7.3.6.2 - Design and/or development verification and validation testing

33 Where tests are necessary for verification and validation, are these tests planned, P
controlled, reviewed, and documented to ensure and prove the following (1) :

a) test plans or specifications identify the product being tested and the resources being
used, define test objectives and conditions, parameters to be recorded, and relevant
acceptance criteria 7

b) test procedures describe the method of operation, the performance of the test, and
the recording of the results ?

¢} the correct configuration standard of the product is submitted for the test ?

d) the requirements of the test plan and the fest procedures are observed ?

e) the acceptance criteria are met ?

Guidance Note

1} Give an example of a qualification report

Objective evidence assessed / Observations / Comments / N/A explanation

S: Safisfactery = CAR: Corrective action required — Ma: Major corrective action —mi: Min‘orfc-orrective action
N/A: Nof applicable - N/E: Not evaluated - P: Product - M: Management
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73 Desi"gvn and develepment (continued)

7.3.7°" Conftrol of design and development changes

34 Are design and development changes ideniif ed end records maintained ?

35 -Are: the changes reviewed, verified and vahdated as approprlate and approved before '
lmplementatlon (H? .

) el

36 Does the review of design and development changes include evaluatron of the effect of the™’
changes on.constituent parts and product already delivered ? ) i
37 Does the organization’s change control process provide for customer and/or regulatory
authority approval of changes when required by ‘contract or regulatory requ:rement ?
138 Records of the results of the revnew of changes and any necessary actnons mamtamed
(see 4.2 4) ? T o

.

| Guidance Note
1) Give an example

. Objective evidence asses§ed I/ Observations / Comments :I N/A explanetion

N/A: Not appllcable N/E: Not evaluated - P: Product -M Management

-30-
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74 Purchas'ing

-7.4.1 Purchasmg process

139 Does the orgamzanon ensure that purchased product conforms to specrf led purchase

Requrrements P

{40 Isthe type and extent of control applied to. the Suppher and the purchased product dependent

upon the effect: of the purchased | product on subsequent product realization or the final, product 7

Is the organlzatlon respons:ble for the quallty of all products purchased from supphers, ‘
including customer-destgnated sources ?

Does the orgamza’uon evaluate and ‘select Supphers based on their abmty to supply product in;
accordance with the organ|zat|on s‘réquirements 72 : .

Are criteria for seIectlon evaluation and re-evaluation established ?

Are records of: the results of evaluatrons and any necessary actions arising from the evaluatlon :
maintained (see 4.2.4)7? )

45 Does the organization :
“ " a) - Maintain a register of approved Suppllers that inciudes the scope of the approval
(17
b) Penodlcally review Suppllers performance and use the records of these reviews as
a basis for establishing the level of controls to be implemented (2) 7
¢} Define the necessary actions to take when dealing with Suppliers that do not meet
requirements ?
d) Ensure where required that both the organization and all Suppliers use customer-
approved special process sources ?
e) Ensure that the function having responsibility for approving Supplier quality

systems has the authority to disapprove the use of sources ?

Guidance Notes

1) Review current list of approved Suppliers
2) Review suppliers performance / measurement system (e.g.: supplier rating, etc.)

Objective evidence assessed / Observations / Comments / N/A explanation

Sunshl o ,Cf—')ﬁo/wféf% z/uf? e/t o

?\0/ e 0 AK C aa st

S: Sat/sfactory CAR: Corrective achon required — Ma: Major corrective action
N/A: Not appllcable N/E Not evaluated - P: Product - M Management

o T 31-
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QUALITY SYSTEM QUESTIONNAIRE

o KEY' * CAR * N/A | N/E
i ASSESSME “QUESTIONS R Requirements " Number
P L " Maormi”

‘7';4 : 'F"Urchasing (continued)

7. 4 2 Purchasmg information

46 Does purchasmg lnformaflon descr/be the product fo be purchased lnclud/ng where

)

’requirements for apbrdva/ of prb&i)bt, p}ocedures, processe‘é. énd équipmént AR
b) " requirements for qualiﬁcafion of personriel.? i

c) qua/ltymanagement system requ:remenf' ?

d} ) fhe name or other posmve ldent/flcat/on, and appllcable :ssues of spec:flcatlons,
R drawmgs process’l ,qu:rements, mspectlon lnstructlon S nd other. relevant ‘technical
data ? BES i i ;
e requ:rements for design, test, examlnatlon, inspection and related mstructlons for
’ acceptance by the Organization ? :

f)  requirements for test specimens (e.g., production method, number, storage
conditions) for des:gn approval mspectlon lnvestlgatlon or auditing ?

. a) requ:rements relative'to : )
~ supplier notlflcatlon to Organizationr of nonconformmg product ? and
- arrangements for Organizationr approval of supplier nonconforming material ?

h) requirements for the supplier to notify the Organization of changes in product and/or
process definition and, where required, obtain organization approval ?

i) right of access by the organization, their customer, and authorities to all facilities
involved in the order and to all applicable records ? and

j)  requirements for the supplier to flow down to subtier suppliers the applicable
requirements in the purchasing documents, including key characteristics where
requirec_l ?

47 Does the organization ensure the adequacy of specified purchase requirements prior to
their communication to the supplier ?

Guidance Note
1) Examine purchase orders that apply to several types of procurement.

Objective evidence assessed / Observations / Comments / N/A explanation

-32-

S: Satisfactory - CAR: Correct/ve ‘action reqwred - Ma: Major corrective action — mi: Minor corrective acf/on B
N/A: Not appllcab/e N/E Not eva/uafed P: Product -M Management
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~ QUALITY SYSTEM QUESTIONNAIRE

" 'ASSESSMENT QUESTIONS - Requaments|. ol | VA | VE
o Ma or mi

7.4 Pu‘rchasing ‘(contir‘iued)

7.4.3 Verification of purchased product

48 Does the ‘organization establish and implement the inspection or other activities necessary for

ensuring that purchased product meets specified purchase requirements, they may include
obtaining objective evidence' of the quality of the ‘product from suppliers (e.g.,
accompanying documentation, certificate of conformity, test reports, statistical records,
process control, inspection and audit at supplier's premises, 'review of the required
documentation, inspection of products upon recelpt and, delegatlon of verlflcatlon to the
supplier, or supplier certification ? :

49

Is purchased product held until it has been verified as conforming to specified
requrrements unless it is released under posmve recall procedure 7

50

Where the organization utilizes test reports to verlfy purchased product, is the datavi_'n‘v'"
those reports acceptable per applicable specifications (1) ?

51 Does the organization periodically validate test reports for raw material (1) ?

52 Where the organization delegates verification activities to the supplier, are the requirements
for delegation defined and a register of delegations maintained (1) ?

53 Where the organization or its customer intends to perform verification at the supplier's premises,

does the organization state the intended verification arrangements and method of product
release in'the purchasing information ?

54

Where specified in the contract, is the customer or the customer’'s representative afforded
the right to verify at the supplier’s premises and the organization’s premises that
subcontracted product conforms to specified requirements ?

55

It is ensured that verification by the customer is not used by the organization as evidence
of effective control of quality by the supplier (it does not absolve the organization of the
responsibility to provide acceptable product, nor shall it preclude subsequent rejection
by the customer) ?

Guidance Note

1) Give an example

Objective evidence assessed / Observations / Comments / N/A explanation

S: Satfsfactory -~ CAR: Corrective action required — Ma: Méjor corrective action — mi: Minor corrective action
N/A: Not applicable - N/E: Not evaluated - P: Product - M: Management B

~33-.
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QUALITY SYSTEM QUESTIONNAIRE

'ASSESSMENT QUESTIONS reanoneisl © | nomper | M VE
: Ma or mi

7.5

_'Production and:service provision

7.5.1

Control of production and service provision "

56 Does plannmg consider, as applicable :

=l the establishment of process cbntrols and- development of control plans where:

key characteristics have been identified

-1 the identification of in-process verification points when adequate verification of

conformance cannot be performed at a later stage of realization
- . 'the des:gn, manufacture, and use.of tooling so that variable measurements can
be taken, particularly for key characteristics, and

S special processes (see 7.5.2).

57 Does:the organization plan and carry out ¢
conditions (1). Cee

Do these controlled condltlons include, as app able

a)
b)
c)
d)
e)
f)

g)

h)

i
i

k)

'the-availability, of information that describes the charactenstlcs of the product 7- .
the avallablllty of work'instructions, as necessary ? ' ‘

the use of suitable equipment ?

the availability and use of monitoring and measuring devices ?

the implementation of monitoring and measurement ?

the implementation of release, delivery and post delivery activities ?

accountability for all product durlng manufacture (e.g., parts quantities, split orders,
nonconforming prodiict) ?

evidence that all manufacturing and lnspectlon operations have been completed as
planned, or as otherwise documented and authorized ?

provision for the prevention, detection, and removal of foreign objects 7

monitoring and control of utilities and supplies such as water, compressed air,
electricity and chemical products to the extent they affect product quality ? and
criteria for workmanship, which shall be stipulated in the clearest practical manner
(e.g., written standards, representative samples or illustrations) ?

duction and service provision under, controlled

1%

N

Guidance Notes
1) List the Part Number(s) used for this review

Objective evidence assessed / Observations / Comments / N/A explanation

S: Satlsfactory CAR: Corrective action required— Ma Major corrective acf/on mi: M/nor correctlve action

_34_

N/A: Not applicable - N/E: Not evaluated P: Product - M: Management -




KEY-*
Requirements

CAR -
Number
Ma ormi

7.5 . Producﬂon and service prowsmn (contmued)

7.5.1.1: Productlon documentatlon

58 Are producflon operations carried out in-accordance with approved data ? i
59 Does the data contain a‘”'fn‘ecessary : : o AP
a) drawings ’ “parts - lists, process row charfs lnclu mg lnspectlon operatlons,
gproductlon documents (e.g., manufacturing plans, traveler, router, work order,
“process cards); and inspection documents (see 8.2.4. 1) 7 and )
_b) :.alist of specific or non-specific tools and numerical control (NC) machine. programs
: ,;requ:red and any spec:flc mstruct:ons assocrated with thelr use ? .
7.5.1.2"" Control of production process changes S
60 Are persons authorized to approve changes fo productlon processes identified (1) ? ]M% i
61 Has the organization identified and obtained acceptance of changes that requ:re customer "
and/or regulatory am‘horny approval 'in accordance with contract or regulatory
requirements ?
62 Are changes affecting processes, production equipment, foois and {programs’|P
documented ? ) o
63 Are procedures available to control their lmplementatlon ?- %
64 Are the results of changes to production processes assessed to confirm that the desired P%
effect has been achieved without adverse effects to product quality ? i
7.5.1.3 - Control of production equipment, tools and numerical control (N.C.) machine programs
65 Are production equipment, tools and programs validated prior to use and maintained and |P
inspected periodically according to documented procedures ?
66 Does validation prior to production use include verification of the first article produced to [P
the design data/specification ?
67 Are storage requirements, including periodic preservation/condition checks, established
for production equipment or tooling in storage ?
7.5.1.4 Control of work transferred, on a temporary basis, outside the organization’s facilities
68 When planning to temporarily transfer work to a Jocation outside the organization’s M§
facilities, does the organization define the process to control and validate the quality of i
the work ?

Guidance Notes
1) Clearly defined list or procedures

Objective evidence assessed / Observations / Ccmments / N/A explanatior

S: Safisfacto . CAR: Correct/ve action required— Ma Major corrective action — mi: M/nor corrective action -

- N/A: Not appllcable N/E Not evaluated - P: Product - M; Management -
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QUALITY SYSTEM QUESTIONNAIRE

KEY s~ CAR
’. |Requirements [ Number::; %
o[ Ma or mi

ASSESSMENT QUESTIONS

actlons fo: be taken where. problem‘ : are :dentlf:ed after delivery, mcludmgl ‘
mvestlgatlon, reporting actlwtles, and actions on serwce lnformatlon conststent w:th,“‘ ;
contractual and/or regulatory requirements (1) (27 .

the. control_a}nd updating of technlcal doqumentatlon ?
the'approval,j control, and use of repair schemes-(3) ? and,

"; the ‘controls ‘required for off:site work: (e.g., organization’s wor
customer’s facilities) ? : Lo o

ndertaken at the ol

7.5.2 - Validation of processes for production and service provision'’

':’ any processes where deficiencies become apparent only after the product is in use or the

Note These processes are frequently referred fo as specnal processes. .. .

Does the orgamzatlon validate any. processes for productlon and service prowsmn where the P

‘esultlng output ¢annot be verified by subsequent monitoring or measurement (This mcIudes E

-.service has been ‘delivered) (4) ?

‘I

“Does validation demonstrate the ablllty of these processes to achieve planned results ?

72 Has the organization established arrangements for these processes including, as applicable : M

w-a) - defined criteria for review and approval of the processes ?

-qualification and approval of special processes prior to use ?
b} approval of equipment and qualification of personnel ?

c) use of specific methods and procedures ? /

- control of the significant operations and parameters of special processes in
accordance with documented process specificafions and changes thereto (5) ?

d) requirements for records (see 4.2.4) ?

e) and revalidation ? ~

1)

Guidance Notes

Review reports issued following visits to the customer (technical support). Comment on method of collection of in'service data. Examine
some investigation reports .
Review evidence of implementation of corrective and preventive actions.

Review evidence of what has been assessed ( e.g.: maintenance manual, repair manual, information to customer)

Verify the existence of list of special processes.

Give examples

_Objective evidence assessed / Observations [ Comments [ NIA_explanation

Sclloring Mol Copnzotiom ~ MSEC-STO - 2963 - Leslh dfisfes
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CAR Correct/ve act/on




SAE AS9101 Rev;slon B

KEY s”
Requirements| .

ASSESSMENT QUESTIONS

|7.5.3 .'ldentlflcatlon and traceablhty

73 Where appropnate has the orga"' atlon ldentlfed th product by su1table means throughout‘ ]

Bk producfirealization ? i ;L S i B
74 Does! the organization maintain the identification of the configuration of the product in. P ! ) 3 T S
{0 orderiito -identify any dlfferences between the actual conflguratlon and the agreed,. |
conflguratlon ? :

6 Has the’ orgamzatlon identified the product status W|th respect o mon|tor|ng and measurement' F
- requwements 7 !

%

i

passwords), does the organlzatlon establlsh and document controls for the media (1) 2"

Where traceablhty is a requn'ement does"‘the orgamza’non controf and record ‘the umque, !
identification of the product (see 4.2.4) ? %

According to the level of fraceab:llty required.by contract, regulatory, or other establlshed :
requirement, does the organization’s system provide for (2) :

a) identification to be maintained throughout the product life ? I
i
i
i

~b) all the products manufactured from the same batch of raw matenal or from the same
manufacturing batch to be traced as well as. the destination (dellvely, scrap) of all
_ products of the same batch 7 ?
in" any assembly, the ldentlty of its components and those of the next hlgher
assembly to be traced? ¢
d} in any given product, a sequent/al record of its production (manufacture, assembly,
inspection) to be retrieved ?

Note: In some industry sectors, configuration management 1s a2 means by th‘Ch identification and trar‘eabllity is maintained. T

4 Ar/“
7.5.4 Customer property Vl‘ \ L~ WOY) 0 1 ;//("(/r [

79 Does the organization exercise care with customer property while it é under the orgamzation S
. control or being used by the organization (3) ?

80 Has the organization identified, verified, protected and safeguarded customer property provided
for use or incorporation into the product ?
81 Does the organization define methods to identify and record customer products that are lost,
damaged or otherwise made unusable and report such to the customer ?

Note: Customer property can include intellectual property, including customer furnished data used for design, production and/or
inspection.

Guidance Notes

1) Give examples of method(s) used

2) Give examples of traceability level applied (up and down)
3) Identify types of product supplied by the customer.

Objective-evidence-assessed/-Observations/-CommentsFN/A-explanation

j/fl‘}“ g - 049[9 per 1-4-53- ¢6uje
.U 5 &w)ﬂzoﬂw\ r‘a.»;/m% WMPJ«@,/ Mncw‘

t/sfactory CAR: Corrective action requrred Ma: Major corrective actlon ‘mi: Minor correctlve action
N/A Not applicable - N/E: Not eva/uated P: Product -M Management
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QUALITY SYSTEM QUESTIONNAIRE

ASSESSMENT QUESTIONS Reateomene] S| AR | | N

Ma or mi

Productlon and: serwce prowsronl (contmued)

7.55. - Préservation of product

82 Does the. orgamzatlon preserve the conformlty of product during mternal processmg and dehvery
15 the mtended destination? . :

83 Does the: preservatlon mclude identifi cat|on handhng packaging, storage and protectlon ’7

84 Does preservatlon also apply fo the cons’ntuent parts of a product 7!

85 Does preservatlon of product also mclude where applicable l"

accordance with product
specrflcatlons and/or regulatlons, prowsrons for )

a)' ‘ cleamng ?

‘b)" . preventlon, detection-and removal of forelgn objects ?

c) specral handling for sensmve products ?

d) markmg and labeling lncludrrg sa.ety warnlr‘gs ?
0 shelf life control and stock rotation ?

specral handling for hazardo us materlals ?

f

86 Does the organization’ ensure that documents required by the contract/order fo
accompany the product are present at delivery and are protected against loss and
deterioration 7

Objective evidence assessed / Observations / Comments / N/A explanation
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_QUALITY SYSTEM QUESTIONNAIRE

ASSESSMENT QUEST!ONS

KEY .
Reqmremems n

Control of momtormg andi‘measurmg devices o '4?32 §73.:

87 Does the orgamzahon determine the monltonng and measurement to be undertaken and the '’

determlned requirements (see 7.2.1) (1) 2.

monltorlng and measuring devices needed to provxde ewdence of: conform:ty of product to ; ’

88 Does the organization maintain a reglster of these monltorlng and measuring dewces,
and define the process employed for'their calibration including details of equipment type,.

criteria ?

Note :. Monitoring and measurmg dewces include, but ar
software, automated test equipment (ATE) and plotters used to produce mspectlon data. It

also:includes personally owned and customer supplied equtpment used to pmwde ev:dence‘
of product conformi }

unique identification, Iocat:on, frequency of checks, check method ‘and acceptance:

“e not Ilmn.‘ed to: test hardware, test‘vfi '

“carried out and are carried out in'a manner that IS”COHSISfent with the monitoring and
: measurement requurements ? 3

89+ Does the organlzatlon establish processes to ensure that monltormg and méasurement can be' .

90

"Does the orgamzat:on ensure that environmental ‘conditions are suitabie for the |

calibrations, inspections, measurements and tests being carried out 7
91.. Where necessary to ensure valid results, is measuring equxpment

7)

“a) calibrated on venf ed at specified intervals, or prior to use,. against measurement standards £
traceable to international or national measurement standards; where no such standards
: exist, the basis used for calibration or verification shall'be recorded 2)? i
b) adjusted or re-adjusted as necessary ?
c) identified to enable the calibration status to be determined ?
d) safeguarded from adjustments that would invalidate the measurement result ?
e) protected from damage and deterioration during handling, maintenance gnd storage ?

recalled to a defined method when requiring calibration ? L Ly

92

Does the organization assess and record the validity of the previous measuring results w[hen the
equipment is found not to conform to requirements ?

93

Does the organization take appropriate action on the equipment and any product affected ?

Are records of the results of calibration and verification maintained (see 4.2.4) ?

94

95 When used in the monitoring and measurement of specified requirements, is the ability of
computer software to satisfy the intended application confirmed ?

96 |s this undertaken prior to initial use and reconfirmed as necessary ?

Guidance Notes

1) Review that the organization has a process for ensuring the capability of measurement system (e.g. Interval Analysis, Resolution
Analysis, Gage Repeatable & Reproducibility, etc.)

2) Ensure the links to the recognized international / national standard.

Objective evidence assessed / Observations / Comments / N/A explanation <15
f’\ AL /:;7@ /65{ - s//ifm; _ A Fada - P%b?ﬁfﬁﬂ/ﬂeu&i
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S: Satlsfactory CAR Correctlve action requzred Ma: Major correct/ve action —'mi: Minor correct/ve
N/A: Not appllcable N/E Notevaluated P Product -M: Management
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QUALITY SYSTEM QUESTIONNAIRE ;

© CAR

KEY

ASSESSMENT QUEST'ONS I R “ Requiremen(s i/ Number
3 ) - N ' Ma or mi

MEASUREMENT ANAL. SIS AND lMPROVEMENT

General

support : o
design verification (e.g., reliability, mamfamablllty, safety) ;
process controf : -

“» selection and inspection of key charactenstlcs
:»..process capability measurement
-« statistical process control;

.* design of experiment; : :
inspection -~ matching sampling rate to the criticality of the product and ta the process capability ;
failure mode and effect analysis.

1

1

Guidance Notes
1) - Give examples of data

Objective evidence assessed / Observations / Comments / N/A explanation

N/A: Nof appl/cab/e N/E Not evaluated P Product -M: Management

t/sfactory CAR: Correct/ve act/on requlred Ma: Major correct/ve act/on mi: Mmor corrective act/on
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e QUALITY SYSTEM QUESTION‘NAIRE

CAR - %
Number- .

< KEY
Requirements

ASSESSMENT QUESTIONS

Ma ormi- -

‘ ;2' o onrtormg and measurement (contmued)

3' As one of the measurements of the performance of the: ‘quality management system does the
; orgamzav on monitor information relatmg to customer perceptron as to whether the organrz tion
. has met. customer requirements (1).2 : f

821 . Customer satlsfactlon Hf LS D«? 0 (& Lo F
v

P

04" Are the methods ‘for obtaining and- usmg this information’ determined?
-"8 2.2 - intérnal‘audit T

P

rmal audrts at planned intervals to determlne whether the M

Does the orgamzaﬂon conduct in
quality management system (2) : :°
conforms 10 the planned arra_n nents (see 7. 1) to the requirements:of thls Interna’nonal
Standard and to the quality management system requirements? ;.establlshed by the
organrzatlon'7 and .

g effectrvely lmplemented and mamtamed? o

06 Is an audit program planned, taking into consideration the status and rmportance of the
“. processes and areas to be audited, as well as the results of previous audits?

07..1s the audit critefia, scope, frequency and methods defined?

‘108"' Does the selection of auditors and conduct of audits ensure ob;ecﬂwty and lmpartlahty of the
“ audit process (3) ? :

09 Does the organization ensure internal auditors do not audit their own work ?

10 Are the responsibilities and requirements for planning and conducting audits, and for reporting
results and maintaining records (see 4.2.4) defined in a documented procedure ?

11 Do the management responsible for the areas being audited ensure that actions are taken |V
without undue delay to eliminate detected nonconformities and their causes ?

12 Do follow-up activities inciude the verification of the actions taken and the reporting of
verification results (see 8.5.2) (4) ?

13 Are detailed tools and techniques developed such as check sheets, process flowcharts,
or any similar method fo support audit of the quality management system requirements ?

14 Are the selected internal audit tools acceptable in measuring the effectiveness of the
internal audit and overall organization performance ?

15 Do internal audits also meet contract and/or regulatory requirements ?

Guidance Notes
1) Give examples of how customer’s satisfaction is measured, committed, and acted upon.
2) Review of audit plan (status of the previous year and progress of the current year).

3) Check the list of approved auditors.
4) Review type of audits (questionnaire, synthesis, circulation, request for corrective actions, corrective actions follow-up).

Objective evidence assessed / Observations / Comments/ NiA eXp1anat|on
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at/sfactory CAR. Correct/ve acf/on requ;red Ma: Ma_/or correct/ve acz‘/on mi: Minor correcf/ve act/on
N/A Nof applicable - N/E Not eva/uated P: Product - M: Management
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QUALlTY SYSTEM QUESTIONNAIRE
SSESSMENT QUESTIONS

KEY . {ms’ | o'CAR NIA | NIE |
S Ruk, i ‘,.y Number B

Maorm:
Control o’f'noncont‘ornﬁing‘product H‘Pﬁ- %75(} 7/ (&gﬁ

The term “nonconformmg produc 4 mcludes nonconformmg product returned from a customer . ’ |

Note:+

) 35 Does the orgamzatlon ensure that product which does ni onform to requxrements is identified

“and controlled to prevent its. un|ntended use or delivery ?°

36 Are the controls -and. related’, responsnbllmes and authontles for deahng wnth nonconformmg‘

. product defined in‘a documented procedure ? : :

37 Does the orgamzat:_on S documented ‘procedure define-the responsibility for review and
authority for the disposition:of nonconforming product and the process,for approving
peérsonnel making these decisions 2+ Mg T 734,73 o

38 [ Does the orgamza_tl ‘ deal with nonconformmg product i ne or more of the following ways by:

"'a) “ faking action to. lmlnate the. detected nonconformity : : 3
b) authorizing its use, release or acceptance under concession by a relevant authority and,
w. -where apphcable :by the customer 2. L .

c) " taking action fo preclude its ongmal |ntended use or apphcanon 7

39 Does the organization prevent dlsposmons of use-as-is or repair, unless specifically

auth‘onzed by the customer, if- i
- the product is produced to customer design ? or ..
- the nonconformlty results in a departure from the contract requtrements ?
(Unless otherwise restricted in the contract, is organlzatlon designed product, which is
controlled via a customer specification, dispositioned by the organization as-use-as is or
repair, provided the nonconformity does not result in a departure from customer-
specified requirements ?) :

40 Is product dispositioned for scrap conspicuously and permanently marked, or positively
controlled, until physically rendered unusabie ?

41 Are records of the nature of nonconformities and any subseguent actions taken, including
concessions obtained, maintained (see 4.2.4) ? FORM ¢ MS F(, Ferm %G -t

P 42 When nonconforming product is corrected, is it subject to re-verification to demonstrate

( conformity to the requirements ?

N 43 When nonconforming product is detected after delivery or use has started, does the organization
take action appropriate to the effects, or potential effects, of the nonconformity ?

44 In addition to any contract or regulatory authority reporting requirements, does the
organization’s system provide for timely reporting of delivered nonconforming product
that may affect reliability or safety ?

45 Does notification include a clear description of the nonconformity, which includes as
necessary, parts affected, customer and/or organization part numbers, quantity, and
date(s) delivered ?

Objective evidence assessed / Observations / Comments / N/A explanation
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S: Sat/sfactory CAR: Corrective action requ:red Ma: Majorcorrectlve action — mi: Minor correct/ve a
N/A: Not app/lcab/e N/E: Not evajuated - P: Product - M: Management
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QUALITY SYSTEM QUESTIONNAIRE

47 Does thrs include data generated as a result of monitoring and measurement and from other
relevant sources ? - :

KEY -+ s CAR NA | NE’
ASSESSMENT QUESTIONS Requirements|. Namber
N Ma or mi

8.4 Analysis of data
46 Does the organization determine, collect and analyse approprlate data to demonstrate the M§

suitability and effectiveness of the quality management system and to evaluate where continual |-

m ent of the effectiven f the quality mana t syst: n be made ? :

improvem iv ess of the quality gement system ca m! A

48 Does thé analysis of data provide information relating fo:

/
7

]

1) Give examples and check how the organization measures the effectiveness.

a) customer satisfaction (see 8.2.1) (1) ? N
b) conformlty o product requrrements (see 7.2. 1) ? 4
c) characteristics and trends of processes and products rnctudlng opportunmes for preventlve :
action ? And
d) suttptters ?
Guidance .Note .

Objective evidence assessed / Observations / Comments / N/A explanation

A et (@) s egpont oo

S: Saﬁsfactory’,—"CAR: Corrective action required — Ma: Major corrective action — mi: Minor corrective action
' . N/A: Not applicable - N/E: Not evaluated - P: Product - M: Management

-45-




SAE ASQ101 Revxsmn B

QUALITY SYSTEM QUESTIONNAIRE
KEY S CAR N/A | NE

L ASSESSMENT QUESTIONS - Requirements Number -

Ma or mi

8.5 lfhprovemeht

8.51 Continual improvefriént

49 Does the organization contlnually improve the effectlveness of the quahty management system
through the use of the quahty policy, quality objectives, audlt results analySIS of data, corrective /
and preventive actions and management review ? . ) ) Lw )

8.5.2 Correctlve action

s

50 Does the orgamzatlon take action to eliminate the cause of nonconformmes in order to prevent

recurrence (1) ?

NS

51 Are Corré_ctive actions appropriate to the effecté ‘of the nonconformities encountered 7

52 s a documented procedure established to define requirements for :
a) reviewing nonconformities (including customer complaints) ?

N

~

b) determining the causes of nonconformities ? y,

¢) evaluating the need for action to ensure that nonconformities do not recur ?

~

d) determining and implementing action needed ?

\\

e) recording of the results of the action taken (see 4.2.4) ?

fy reviewing corrective action taken ?

g) flow down of the corrective action requirement to a supplier, when it is determined
that the supplier is responsible for the root cause ? and /

h) specific actions where timely and/or effective corrective actions are not achieved ?

853 Preventive action

M

53 Does the organization determine action to eliminate the causes of potential nonconformities in

order to prevent their occurrence (2) ?

NS

54 Are preventive actions appropriate to the effects of the potential problems ?

55 |s a documented procedure established to define requirements for :
a) determining potential nonconformities and their causes ?

=

b) evaluating the need for action to prevent occurrence of nonconformities ?
¢) determining and implementing action needed ?

d) recording of the results of the action taken (see 4.2.4) ? and

e) reviewing preventive action taken ?

Guidance Notes
1)__Select a_non-conforming_part.and use 52 a) through h) to check for effectiveness.

2) Select a non-conforming part and use 55 a) through e) to check for effectiveness.

Objective evidence assessed / Observations / Comments / N/A explanation
w2 dod o Pt Lot
poe dab eac -
e DR~ 227

@spr £ 223 - cheaed

503~ Fmﬁw M«x»cméé’ 4‘%% (2 MML Jm/%m §~p:r \
Veliiggniin, opn / el 5%»:%/ ujﬁmf'jm T &F«LWJﬂ

S: Satisfactory - CAR Corrective action required — Ma: Major tion — mi: Minor corrective action
" “N/A: Not applicable - N/E: Nof evaluated - P: Product - M: Management -
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Annex A .
"o (informative)
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ISO 9001:-2000 : Quality managevrr_:jényt systems — Requirements "
ISO 1901(1 Guidelines for auditing quality systems

EN 9100 — Section 1 Aerospace series: — Quality management systems — Requirements (based. on
: ISO 8001: 2000):- . - i
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